Introduction
You are invited to take part in this research project. This is because you are an adolescent between 11 and 19 years of age. The research project is aiming to understand how the body controls appetite (that is how hungry and how full we feel) after we consume foods that are made up of the main nutrients carbohydrate, protein and fat. We are also aiming to understand if this appetite control process is disrupted in adolescents who are obese compared with adolescents who are of a healthy weight. This information will be beneficial to be able to provide nutritional advice and strategies to help with the treatment and prevention of obesity in childhood.
This Participant Information and Consent Form tells you about the research project. It explains the procedures involved. Knowing what is involved will help you decide if you want to take part in the research.
Throughout this information sheet, when the term 'you' is used we are referring to the child's participation. As a parent or guardian you are not required to participate in the study, however you are required to attend the study day with your child and remain present with your child (if they are under 18 years) throughout the study days.
Please read this information carefully. Ask questions about anything that you don't understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or healthcare worker.
Participation in this research is voluntary. If you don't wish to take part or your parent/guardian does not want you to take part, you don't have to. You will receive the best possible care whether you take part or not.
If you decide to take part in the research project, you and your parent/guardian (if under 18) will be asked to sign the consent section. By signing it you are telling us that you:  understand what you have read;  consent to take part in the research project;  consent to participate in the research processes that are described;  consent to the use of your personal and health information as described
You will be given a copy of this Participant Information and Consent Form to keep.
What is the purpose of this research project?
The aim of this project is to get an understanding of how the body controls appetite (hunger and fullness) after we eat foods differing in the nutrients carbohydrate and protein. This is important because it will help in the development of nutritional advice for treating and preventing obesity in children.
Australian children live in an obesity-promoting environment and currently 25% of children are overweight. Ways in which the body controls appetite include the release of hormones and a change in the body's energy usage after we eat food. We know that these hormone responses and change in energy usage can be influenced by the food we eat. What we don't know is which nutrients help children to match the amount of food they eat with the amount of food the body needs for everyday activities.
Eating depends on both signals inside the body (for example, hormones) and environmental factors. What we don't know is if these internal signals are disrupted in obesity.
We expect to invite 40 adolescents to participate in this study, half of who will have a body weight within the healthy weight range and half of who will be healthy but who have a body weight in the obese weight range.
This study involves researchers from Monash Health and Monash University who are working in collaboration. This research has been funded by Monash University. The results of this research will be used by the researcher Ms Kay Nguo to obtain a PhD degree.
What does participation in this research project involve?
 You will participate in a dietary study which will be conducted over two half days, at least 1 week apart. Before you attend on the first study day you will be asked to come into the Department of Nutrition and Dietetics for a screening visit. At this visit you will complete some questionnaires, and it will also provide an opportunity for you to meet with research staff and have any questions answered.  You will be asked to eat and drink as you normally would for two days before the study and avoid physical activity for 24 hours prior to the study. The night before the study day you will be asked to fast from 8pm and not eat or drink anything (except water) until you arrive at the research facility at 7:30am the next morning. You will be required to have your parent or guardian stay with you during the study days.

We will provide you with breakfast at approximately 8:00am and lunch at approximately 12:30pm. The nutrients in the breakfast meal will be different on each of the study days but the lunch meal will be the same.
Before you eat breakfast, you will have your height, weight, waist and hip circumference and blood pressure measured, and also your percentage body fat determined using a machine that measures your total body water. You will then rate your feelings of hunger and fullness.  You will also be asked to provide blood samples. There are two ways in which we can collect these blood samples, and you can choose which procedure you would be comfortable to participate in:
-Option 1: You will have two small blood samples taken by an experienced phlebotomist. This will be about 10-15 mls and will be used to measure your levels of appetite hormones before you eat breakfast and before you eat lunch.
-Option 2: You will have a small tube called a cannula placed in a vein in your arm by an experience pediatrician or phlebotomist. This will remain in place for the duration of the study (approximately 8:00am -12:30pm) . From this tube, a small blood sample (10-15mls) will be obtained at up to 7 times throughout the study. This will provide a profile of the appetite hormones throughout the study period.
 If you do not want to provide blood samples you may choose instead to have your energy usage measured using a technique called indirect calorimetry. This method uses a clear mask-like helmet (much like a space suit helmet) that covers over your entire head, into which you will breathe. The helmet is attached to a machine that provides you with oxygen, and also a computer analyser that records the rate of gas (carbon dioxide, CO 2 ) that you breathe out. The rate of CO 2 production is directly related to the rate at which your body uses energy. You will be lying on a bed awake but resting when the IC measures are taken. Your metabolic rate will be measured before breakfast and at intervals throughout the study period. To help us assess your metabolic rate you will be asked to provide urine samples before breakfast and before lunch. The researcher will provide you with clear instructions on how to do this.
After breakfast you will be free to move around. You will not be able to do any exercise however you will be able to do things like watch DVDs or read. You will not be able to eat anything, and only drink water between breakfast and lunch and you will be asked to rate your feelings of hunger and appetite.  You will be asked to complete a questionnaire relating to your stage of physical development. This will require you to look at some pictures of the changes that the body goes through during the time of growing up and choose the stage you are at. You will also be asked to complete a questionnaire about your eating behaviours.  Lunch will be served 4 hours after the time you finish breakfast and you will be asked to eat until you are comfortably full. After lunch you are free to go home.
The next day the researcher will telephone you and ask you to recall all the food and drink you have consumed over the past 24 hours.
 You will receive a movie voucher and certificate to thank you for participating in the project  You will be provided with $100 to reimburse you for your time and costs associated with travel for the study
What will happen to my test samples?
 You will be asked to provide two to seven small blood samples on each of the study days; and urine samples before breakfast and before lunch; you will be free to withdraw consent of providing these samples at any time during the study.

The specific purpose for which blood is to be taken, is to measure the levels of the different hormones and substances known to control appetite and affect health, including glucose, insulin, ghrelin, PYY, CCK, and leptin. The urine samples will measure levels of nitrogen to help us assess your metabolic rate. These samples do not provide any diagnostic information for you as an individual. We will be required to store your samples until all participants have completed the study and then the samples will be analysed at the one time.
 Your name will not be on the tubes that the samples are stored in. We will code the tubes and only the researchers involved in this study will have access to the code in order to re-identify you if this is necessary. Your information will be stored securely in a locked office and on a password protected computer so that only the researchers can access the information. The codes will be kept in a separate location to the information so that you are de-identified.
 Your samples will be stored in the Department of Nutrition and Dietetics at Monash University in a locked freezer. These samples will be stored until after the study has been completed. They will only be stored longer than this if you give us consent to do so.  You will be asked to provide additional consent for storing the samples beyond this study period for the purpose of looking at additional markers of appetite control if new markers are identified. You do not have to consent to doing this. Before we can use your stored samples we will be required to obtain ethics approval from a recognized Human Research Ethics Committee (HREC).
What are the possible benefits?
We cannot guarantee or promise that you will receive any benefits from this research. It is expected that the knowledge gained from this study will: -inform interventions that promote accurate energy compensation; -help design weight-reducing and weight maintenance programs; and -inform the food industry to design products that enable satiety mechanisms to be more sensitive and therefore likely to promote energy balance.
6.
What are the possible risks? This research has been designed to have minimal risks. Having a blood (or tissue sample) taken may cause some discomfort or bruising. Sometimes, the blood vessel may swell, or blood may clot in the blood vessel, or the spot from which tissue is taken could become inflamed. Rarely, there could be a minor infection or bleeding. If this happens, it can be easily treated.
You may experience claustrophobia (a fear of enclosed spaces) during the indirect calorimetry measurements. There will be a well-ventilated helmet that will cover your head and neck; if at any time you feel uncomfortable, it can easliy be removed. There may be additional risks that the researchers do not expect or do not know about. Tell a member of the research team immediately about any new or unusual symptoms that you get.
7.
Do I have to take part in this research project?
Participation in any research project is voluntary. If you do not wish to take part you don't have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment or your relationship with those treating you or your relationship with Monash Health or Monash University.
What if I withdraw from this research project?
If you decide to withdraw, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to inform you if there are any health risks or special requirements linked to withdrawing.
If you decide to leave the project, the researchers would like to keep the personal and health information about you and your blood samples that have been collected. This is to help them make sure that the results of the research can be measured properly. If you do not want them to do this, you must tell them before you join the research project.
How will I be informed of the results of this research project?
After the study is completed we will send you a copy of any publication that arises from this work.
What else do I need to know?
What will happen to information about me? Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored. It will be disclosed only with your permission, or as permitted by law. Your information will be kept for seven years after the work has been published as this is requirement of many scientific journals in order to verify the research data. Your information will be kept in a locked filing cabinet at the department of Nutrition and Dietetics at Monash University. It will be in a de-identified format that means your name will not be kept with the information. Only members of the research team will be allowed to have access to your information. You will be asked to provide additional consent for us to contact you in the future to participate in a related or follow up study. If you consent to the storage of your samples, the use of this data in future research will require the approval by a Human Research Ethics Committee.
In any publication and/or presentation, information will be provided in such a way that you cannot be identified.


How can I access my information?
In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you. You also have the right to request that any information, with which you disagree, be corrected. Please contact one of the researchers named at the end of this document if you would like to access your information.

What happens if I am injured as a result of participating in this research project?
If you suffer an injury as a result of participating in this research project, hospital care and treatment will be provided by the public health service at no extra cost to you if you elect to be treated as a public patient.

Is this research project approved?
The 
Who can I contact?
Who you may need to contact will depend on the nature of your query, therefore, please note the following:
For further information or appointments:
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the following researchers:
Kay Nguo (03) 
Consent for Study Participation
Parent/Guardian Consent Form I have read, or have had read to me in a language I understand this document, and I understand the purposes, procedures and risks of this research project as described within it.
I have had an opportunity to ask questions and I am satisfied with the answers I have received.
I give my permission for my child to participate in this research project according to the conditions as outlined in this document. I understand that in addition to my consent, my child is also required to provide his/her consent.
I understand that I will be given a signed copy of this document to keep.
Please circle the preferred blood sample option according to the conditions outlined in this document: Option 1 or Option 2
